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On OctobeR4, 2018, President Trump signed into |BMR. 6 the Substance Udgisorder Xﬁ:?;; Tn GHrg:;t‘h Policy

Prevention that Promotes Opioid Recovery and Treatment for Patients and Communities A
(P.L. 115271; the SUPPORT for Patients and Communities, Acthe SUPPORT ARt

Lisa N. Sacco
Analyst in lllicit Drugs and

The SUPPORT Act is a sweeping measure designed to address widespread overprescribir Crime Policy

abuse of opioids in the United States. The act inclpdegsions involving law enforcement,
public health, and health care financing and coverage. Broadly, the legislation imposes tigh
oversight of opioid production and distribution; imposes additional reporting and safeguards BrianT. Yeh
address fraud; and limitoverage of prescription opioids, while expanding coverage of and ~ Legislative Attorney
access to opioid addiction treatment services. The bill also authorizes a humber of prograrr

seek to expand consumer education on opioid use and train additional providers to treat

individuals with opioid use disorders.

The SUPPORT Act builds on recent efforts by fisderalgovernment to address the opioid epidemic, including the
Comprehensive Addiction and Recovery AE2016 (CARA;P.L. 114198 and the21% Century Cures\ct (Cures Act;P.L.
114-255. CARA addressed substance use issues broadly, targeting thearisiggredominantly througbublic health and
law enforcement strategié3.he CuresAct, enacted that same year, largely focused on medical innovation but also
authorized additional funding to combat opioid addiction and included provisions addresgng weental health and
substance use activities.

CRS is publishing a series of reports on the SUPPORT Act, which consists of eight titles. This report summarizes the
provisions in Title Il-the FDA[Food and Drug AdministratiordndControlled Substanderovisions as well as Section
4004“ Moderni zing the Reporting Requir enmlédglmlVsOffsets. Bi ol ogi cal

Subtitle Aof Title Il addresses FDA medical product regulation imetldes provisions thgtamong other things,

o facilitate thedevelopment of new medicptoducts for treatment of pain
e provide for special packaging and disposal mechanisms for opamids

e amendpostmarkestudy and labelingequirements.

Subtitle Bof Title lll addresseBrug Enforcement AdministratiofDEA) regulationof controlled substances and includes
provisions that, among other things,

e provide additional flexibility with respect to medicatiassisted treatment (MAT) for opioid use disorders
o modify controlled substances disposal requiremengsiaified hospice programand

e authorize grants to states to increase participation of eligible collectors hdidpasal programs.

Section 4004 of Title IV amends reporting requirements for certain agreements bletaredrug, generidrug, and
biosimilar producmanufacturers
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Introduction

Oc24pb2018, Presidentd. BrtuhSepb st g#ded odde o | aw
evention that Promotes Opioid RecovePr.yL.and Tr e
57,1 SeUPPORT for Pattéewtss Aegnd h€Eo RlPPBODRTf At l
r e come ntthe bill was 3a%8pmovSe¢dpt@Rifaelird 2dbaseced t he
natel boyn 9Bct olber 3, 2018.
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SUPPORT Act 1is a sweeping measure designed t
e of opioids adatntchen d@mi tperd vStsaitoenss. i Thlhveol vi n g
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Budgetary Impact

The SUPPORTiaAdeumbegi of att lvaeft fdehcate ge¢ s spending and
reveiflhe purpose of this report o8 vaporyo vtios isounmma r i
idtitle BSUPPORTAtsAaestuch, this report does not disc
indi pirbwals woe kcephposicen i ofn “Bi0tOMOf{IS¥Wrer k1, t

Congressional Budget Office (CBO) estnnmated that
budget deflimcltibygw BVveb0RIORS )ye dug-bmdErtlkedehie¢ con
bySHillion over -HY2 (268 )n.e rpe@ s¥d @¢od 9( PAYGO) scorecar
record tkheudffiagt from legisbpetndenghangdescecatfiaet

1 A different version oH.R. 6passed the House on June 22, 2038 voteof 396-14, and an amended version of the

bill was passed by the Senate on September 17, B9 E8vote of 991. On September 28, 2018, the House passed a

final agreement oRl.R. 6by a vote of 3938 and on October 3, the Senate passed the final versidfiRobby a vote

of 981 . See Energy and Commerce Committee, “Opioid Legislatio
https://energycommerce.house.gipibidslegislation/

2U.S. Department of Health and Human Services, National Institutes of Health, National Institute on Drug Abuse,
Overdose Death Ratedpdated September 201ttps://www.drugabuse.gaelatedtopicstrendsstatisticsbverdose
deathrates

S8Centers for Disease Coief 294. ®rug Qverdbse Peathyir thetUnitechStates:199% a Br
2016, ” Data table f ohttps:Fniwy.cde.govichsfataBatabriefaedb284r table @df#1 ,

‘WhittHouse, “President Donald J. Trump is Taking Action on D
2017 ,https:/lwwwwhitehouse.gowfiefingsstatementgresidentdonaldj-trump-taking-actiondrug-addictionropioid-
crisisl.

5CBO, Estimated Direct Spending and Revenue Effectt Rf 6 Substance Us®isorder Prevention that Promotes
Opioid Recovery and Treatment (SUPPORT) for Patients and Communities Act, September 27, 2018,
https://www.cbo.gogysten/filesXile=201809hr6ConferenceSept27.pdf
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however, sectio
scorecards, t hu
l ekkgastsbion

n 8 2e3xlc loufd etsh es uSclhPfPbCoRdlg BAMCHIG @ e f f e c
s precludingfatnhepensachbimensecaodest

Related Prior Laws
The SUPPBODRBRTI Aetent e flefderrtasl bgyo vtehrenment t o addres

epidemic, Goomplruedhienngs itvhee Addi otfi @O 16 Pd CRRAbFery A
1998 nd 286ent ur Ac Cuetse sBRc £ ;255 4CARA addressed substa
issues broadly, tacgdoemingnphypl oprbaghechi and paw
enfor ce ngeirkeTh es tCAlasteee nact ed that same year, largel
innovamdmwmdi ng Food and Drug Administration (FDA)
devel opmentandnduthevrewing new fulhei Carfeasr Aki o me ¢
also authorized additional funding to combat opi
various mental healtBh and substance wuse activiti

SUPPORT Act Organization
The SUPARGRTC onsists of eight titles:

e TitJdMedlicaid Provisions to Address the Opioid
e Titd+Medilcare Provisions to Address the Opioid
e Tit 4 DAI hnd Controlled Substance Provisions
e Tit IHOfKYets

e Tit}+®t Wer Medicaid Provisions

e Tit IOt Wér Medicare Provisions

e Titl-ePuWwllli c Health Provisions
e TitleMiVdddl 1l aneous

CRS is publishing a series of reports on the SUI
provisionst hien FIITé nlden Bhlbliet &rmovea ,s iaosn swe hl 489904 Sectio
“Modernizing the Reporting Requir&menTist lof IBY ol o
Of f sSeutbst.iotf | ¢l iaAdlder elslsles F DA me di c a h c ppurdodvuicsti ornesg ul a
t hat ftahdee Vel eapment rifodwedowtr sne flone pir oovfi dpea ifmo;r s pe ¢
ckaging and disposabndopomegmidskeétfandobabedsng
quirSumemiotf]l. €l iaBdlder &lslsalgs Enf or c e me MDEAAd mi ni strati
gulation of controlled substances and includes

N I =
c Qo0 o

ditional flexibiliatsy iwittehd rteseme omte ntt o ( MVeAd'1) ¢ & toir ¢
s or d eyrcso;n t msoudbilsfet dhinscpeoss al r e quierde theomtpsi caet pq waglriafm
thorize grants to states to 1 ndirsepaossea lp aprrtol griapm

6 For more information on the PAYGO scorecardsCit® Report R41157he Statutory PayAs-YouGo Act of 2010:
Summary and Legislative HistogndCRS Reort RL31943Budget Enforcement Procedures: The SenateA&ay
YouGo (PAYGO) Rule

7 CRS Report R44493he Comprehensive Addiction and Recovery A20t6 (S. 524): Comparison of Senaad
HousePassed Versions

8 CRS Report R44720he 21st Century Cures Act (Division A of P.L.-26%), andCRS Report R44718he
Helping Families in Mental Health Crisis Reform Act of 2016 (Division B of P.L.-2554
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Section 4004 of Title IV amends reporting requir
drug, generic pragyct@nmdabudDasdemaidars.
The rdeepsocrrti bes eadHITad®Weaom iom dBirt 1] Kelevant back
provided for context. The report concludes with
reporting requiremernts oinscl dhad irepDirtt]l d@ sI li Intpma
SUPPORT Acttment emia. e. , It Odboebemo2sd tirRmlkd8 hehnet al taiwo n
or fuvammddi i g not The supeéptoed. uses a number of acr o
bel.ow
Table 1.Abbreviations Used in This Report

ANDA Abbreviated New Drug Application

APQ AggregatéProduction Quota

ARCOS Automated Reports and Consolidated Orders System

CARA Comprehensive Addiction and Recovery Act

CBO Congressional Budget Office

CBP Customs and Border Patrol

CbC Centers for Disease Control and Prevention

CSA Controlled Substances Act

DATA Drug Addiction Treatment Act of 2000

DEA Drug Enforcement Administration

DHS Department of Homeland Security

DOJ Department of Justice

ETASU Elements to Assure Safe Use

FDA Food and Drug Administration

FFDCA Federal Food, Drug, and Cosmetic Act

FTC Federal Trade Commission

GAO Government Accountability Office

HHS Health and Human Services

IMF International Mail Facility

IND Investigational New Drug Application

MAT MedicationAssisted Treatment

MMA Medicare Prescription Drug, Improvement, and Modernization Act of 2003

NDA New Drug Application

PAYGO Pay-As-You-Go

REMS Risk Evaluation and Mitigation Strategies

RLD Reference Listed Drug

RWE Real World Evidence

SAMHSA Substance Abuse and Mental Health Services Administration

SUPPORT | Substance UsBisorder Prevention that Promotes Opioid Recovery and Treatme|
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The SUPPORT for Patients and Communities Act (P.L. 115-271)

U.S.C. United States Code
USPS United States Post&8ervice

TitleFDA Iand Contr olPlreodv iSsui bosntsa
Subti+HIRA AProvisions

DA pursuant to its authority wunder the Federal

esponsible for ensuring the saferypatndneflfagsi
old in the United States, r1egarHKD~Asrse goufl awtheest htehr
ul lcylcilfee of a drugdpongddetvtteHmwmhpumgh imlge wapgmhr oval
nd then for as 1ongt he.Smhbetkipttloed vAc ta drdemasismess o DA
roduct rdguwlimtdicons paaamon ph aoftahceirtl ldehatnde e p ment of

e w medioodanlc t s f or ptrroevaitdnee nfto ro fs ppeaciina;l packaging
e

chanis ms;afdr apoopsntdmsadrsikc st  a nrde gluaibreel menngt s .

E.’:‘z"UN’—hm"*"rj

Chaptelrn General

Section 3001. ClarifyimgldiRA iRegdwladtni ®mr oalfuch

SE" o> z—-
Before a drug may be marketed in the United Stat
approval, the sponsor (generally the manufactur e
applicatilmn r(eNDA)wWing an NDA, FDA considers whet
for the proposed use and that labe lbagefiist @ pputowa
and whether the manufacturing met hods’sand qualit
identity, st re n'$Whhi,l eq utahlei tFylVDaEn¥dWpQMbiBOe S YLGHQFH

effectiveness, FDA igtemeirm |lwhyate xietr ciotgwsntfd se xasbidyv
reviews and applications Lfeoglilsolva ttihoen shtaasn draerqdu iprrec
establish programs to expedite the deserd opment a
serious @a@ng¢iotiemt s alhto offer better outcomes oI
criteria associated. wHdrh dxnpmplve,d tplub 1 HRA hSaafl et thy
P.L.-1494 2stablished the breakthrough therapy des
the devel opment and reviewhponéatedrng dbpsetasaton
preliminary c¢clinical e vdedmeonicset riantdei csautbesst atnhtaita 1t hie
over avaiile®b ¢teQetnhteurrayp Cu Lk o255)5A€dtur ¢ her dwoudg fied FD
and dreevgiuclpattchtwaayddnsssofigpatient experience data
design, and real world evidence (RWE) to support

9 CRS Report R41983ow FDA Approves Drugs and Regulates Their Safety and Effectiveness

OFDA, NetvDrugAd pl i cat i on ( N Ihitp/mwwifdagaviruysDevelopmentApprovalProcess
HowDrugsareDevelopedandApprovagprovalApplicationdNewDrugApplicationNDAdefault.htm

11 For additional information about the2Century Cures Act provisions, SERS Report R44720he 21st Century
Cures Act (Division A of P.L. 11255)
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)"’Ylwl"’_

Section 300 IHeaa)l trhe qaunidr eHild ltpdne c S eert mircye s a(ct i ng t hr o
FDA Comsi oner, to hold at 1 east“acdnde epwb Itihce me et i
challenges and baaddecstiof dedelbepi pgodants 1int e

chronic pai"fthos mdditcoHEbSder hooawr y hihmconpksatods
mi s us e nd abuse of a cboennterfoiltl eads sseusbssnmeanntcse w hnetno

a

new drug or device; applicati RWEofindopetiehtnica

exprceedata for ddadectopmeodmedf ctathrhggantd epda i n or

addiction; de vseplaorpimmegn td aotfa ofpoiroiidncl usi on 1in the
e d

intend for treatment of ugdhinheandyt e sagmhaiaaot
noanddi ctive meddedltprbfdetat sepad@BRBINRIS®WIeQIi ne s

me a‘meducing, replacing, or avoiding the use of o
to treat acute or chronic pain.

Section 300IHbSecequareg,s wihtthin one year of such
least one final hguichade® adgddpn axgsmendgpardoddiuccttisv e

for tr epaatimme notr . oafildd cguiodhhance must address the af.
spcel fied.

Section 300B.sellviOpemdel Anal gesic Prescribing
Report

SE”e> 72—

In 2016, the Centers for Disease Control and Pr e
opioids fo¥Theseo ngwi dalinnoensanadracemmonddbtiindi ng
prescribers. Instead, they are intended to strer
providers and patients, 1improve thedustfet heand e
risksociatetde rwi tohp iHawindgDULs éh.a sT not issuvued similar
opioid prescribing for acute pain

Y et —

Section 3002 requires the FDPAs€dmmpsoidnenalgede
prescribing guidelines for t heel etvraenatt niehnetr aopfe uatciuct
where such guidelines do not exist. In devel opir
with stakeholders, collaborate with the CDC Dire
and provide for pnbliNohotaterantdaonomme year aft
at the time the guidelines are finalized, the Cc
the FDA website a report on how FDA will use the

Commiisoner must periodically update the guidelin

agescwebsite an updated report. The guidelines 1
clarifying that they are mnot 1 ntceonvceerd gteo fhboer , u soerc
access to, opioids prescribed for legitimate mec
cliniecdnsaikamg by prescribers and patients.

2 Deborah Dowell, Tamara M. Haegerich, and Roger CBRC Guideline for Prescribing Opioids for Chronic
Pain?2 United States, 201&enters for Disease Control and Prevention, Morbidity and Mortality Weekly Report,
Atlanta, GA, March 18, 201@ttps://www.cdc.govhmwrAolumesB5/r/rr6501el.htm
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Chap?2eSrt op Counterfeit Drugs by Regula
Enforcement Now

Sectioamd30Slection 3013. Notification, Nondis:
Controlled ;SubgtanSesrce Pattern of Imported

SE"s>"z2—-1
FFDCA S

e c 301 lists prohibited acts, such as
mi sbr oamdd e 1
tr

r

to comply wPRIhA svyaerciiofuisc require
Fo&OCA ifncrl vedn fngr owiamrgn itnhge and wunt it
s, tdepbeanram@tnitess,. eamfdo rcci ehmehnstmoancet i o n s
d s efirzounr etsh,e rDeegpuair® éifednsts iosft aJnucset i ¢ e

adminis

alerts,

injunctio
While FDA has the authoritrye gtuol arteeqdu iprreo dau crtesc a(lel.
t obaacncdo , medi gl thevagency doesr moal haawwet barciht ynam
drug products . dmasntuefaadc,t uFrDeA ctaon vaoslkunt arily reca
Al t hohghprocedures forumandhtopyodacal hs depuaund
initiates a mandaatdomiyn irsetcraaltli vbey oirsdseuri,n gwhainc h pr o
person subject to the recal® an opportunity for

FFDCA Section 801(a) specifies the conditions ur
in the United Sitta taepsp;e afrosr ferxoammptlhee, eixfa mi nat i on o
the article has been manufactured,® processed, or

>"Y' e’ T —oee

i ocnr e3altle2s a nteiimMPPDDCA hSecdiHEEEDwsat g upon
rmimhkeanagowable probability that a controlled
th consequences or death, to 1issue an order
i sts f the controlled Thdspamscentoubij
he order must be provided the opportunity fc
e exists to justify aHiheSnding t he
t Id)e quact aet eg rtohuen desr ckexri sitf tiona uppor
) ontinue the order ceasing distri
er to require aHHSecaldt adfythet e¢omi m
f recalling a controlled substance
0 r must not include a recall or an c
0 e order mudt ormmedndtielt heceoaneradilict
aHbHISee. c rTehteary i1is allowed to require the per
appropriate persons (e.g., the manufac
) .r Anhiosr dseerc tuinodne mHHSke riet swegd oanlayn Wy f
d by the Secretari iCfe nttheart foofrf iDeriuagl Eivsa
rch (CDER) or an official senior to the

c
t

-0 0D — o -
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R =N R I B 7 B R o i = i o W /)
""m"‘"—"_"BQ—FS

B0 0T e 58570007000

v ot o0 ®» 0000

1321 U.S.C. 8331
14 CRS Report R4360Enforcement of the Food, Drug, and Cosmetic Act: Select Legal Issues

15FEDA, Regulatory Procedures Manual, ChapterRiecall Procedures, August 2018tps://www.fda.govdownloads/
icecilcompliancemanualsgulatoryProceduresManudiCM074312.pdf

1621 U.S.C. §381.
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Section admkinf2dls)a |l KKDCA Section 301 to include as a
comply with an order to cteidosQaDdd FEFDLCAuBeon under
801 (a) to 1 e qeuirreef uasne da ratdinrilses itoon bi f 1t appears u
that 1t 1s a scuobnjtercotl lteod asmu bosrtdaenrc et o cease distri
Section 3013 ame8n0dls bFF (Al iSnegc tai onne w s§ hbbHsSe c t i on (
Secr aaitpadmeyt,e r mhat ng smdyjsaert taos daec braersmelntt of engagi
pattern of importing or offer ifnrgonf otrh ei nspaommet c on't
manufacturer, djistoibumtoe, anral hpwaibedgermidni ng t
for ibmphoartt T e gultteadr @®r mi s Bwvd e a doetuhsdhrowniss e

Section 3014. Strengthening FDA and CBP Coor

SE"s>"z2—-1

Most drugs sSubjdmdimitsd rEBPAve destruction authori:

mat’'To prevent entry of unapproved, counterfeit,
investailgmateamsat i onall MPfysa iiln Kooirldi miae¢ §d om with Cust
Protection (CBP), are responsi brledgaff erd maomidtuact isn g

Mail enteringarfrriove sa barto aad Wnirtsed States Postal S
where it 1is sent CB®R eCRRskt gnDIAax @amdi patoiddarct s t o FD.
Due to the volume o ft ankaeisl taon di masnpoeucntt oonfe tpiancek ai gte
has been able to inspect less than 0.06% of pack
throughflnon MF¥2017, of the pdckéathretathad FDAegelbie
unapproveidt andnpet nti#lly dangerous drugs.

The FYX2ohls&®1lidated AD.ph.olpilipt oondedAc$94 million
expand effprosessbagd dpttlpadard articles 1imported th

for enhancing inspection capacity (e.g., 1ncreas
supplies, and expanding and upgrading infrastruc
)’“Yio'“ei

Section 3014(a) requires the HHS Secretary, acti
coordinate with the Secretary ofo tdaer De paut ment
activities related to customs amd rboorldedr spurbostteacnt
and drug import,shatnwl hbtdipgoasidéMFmprovements t
Section 3014(b) requires the HHS Secretary, in c
Post mast arpr@evn edrea li ,mp bla D Ap foar caimle ifthiceisl i t y upgr ades
improved capacity for inspection and detection c
well as innovative technology, which must be 1nt
agencies, dncluding CBP

YFDAFDA>s Administrat iy BttpdewwfdagafForindustryimportPiogranResources/
ucm494173.htm

18F D A FDA‘is Using Innovative Methods to Prevent lllegal Products with Hidden Drug Ingrediemt£intering
the United States” Ma r c¢ h https¥/hlog2fda.yddavoiceindex.phptagfda-internationalmail-facilities/.

19F D A Statéement from BA Commissioner Scott Gottlieb, M.D., on how new regulatory authorities will assist the
agency in more forcefully addressing opioid crisis; included as part of the newly enacted Substddiserdse

Prevention that Promotes Opioid Recovery and Treat(®&$PPORT) for Patients and Communities,Alt Oct ob e r
24, 2018 https:/iwww.fda.gouewsEventdewsroomPressAnnouncement®m624268.htm
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Section 3014(c) requires the HHS Secretary, in c
Postmaster General, to report to Congres on 1 my

72

Chapd-eSitop Il1licit Drug Importation
Section 3022. Restricugsmg Entrance of I11ici

SE"e>"7—efAl ZE+'"—1YVXX0US

To prevent entry of unapproved, ¢ owwonrtkesr fweiitth, an d
CBP to monitor mairle giuthparetda tpiroomdsucafs . FIMAil enter
arrives at a USPS sorting faciCBRygfewheFDPDAIi t 1 s
regulated products (e. g., dietary supplements, C
during FDA screening a packaognet riosl |1feodu nsdu bosrt asnucsep, e
referred taodnCiBsPs ifboirl iati®I fd eatre rimli lneagaloncontrolled
initially identified in the I MF, CBP will seize
invest?i gators.

"Y'’ —Al ZE T —1YVXX0Siul

Seoni 3022 ( a) requires the HHS Secretary, acting
consultation with CBIPy updadteen gat erpudtamaglolpye t i e d i o 4 1
controlled substances that t thlee sHeH SoffSoferec mieendpaorr ¢t wi 1
through international ma i 1 and appear to violate
transfer to CBP controlled substances on that I 1
t hat appear to be the s amnhel eads stuhbes tpaancckea. g eC BcPo nntuas i
such packages consistent wn it the nrtehqsu i or fe meemat cst moefn tt,l
HHS Secretary, acting through thd¢ hEDPDMe@Pammimegsnit on
of Homel anDdH$S e ¢ n e isaty ys{u bnmui t a report to Congress
of hagreement

SE"e>"72—efil ZE+'"—1YVXX0<U

Under F CA Section 301(cc), importation 1into toh
t he ass

import article of food if the person has beer
importation hef pfeascd,n drmsi fngaged in a pattern o
present a threat of serious #&dverse health or ¢

FD

istance of, or aits theprddFiEDCAoBeaodt anper s
306(b) allows the IHHSo MSaebepreéertsaorny ftroo md ei bmapro rotri ng o

an

t1

s

20FDA, International MaiFacilities, https://www.fda.goworindustryfmportProgramimportBasicsicm607485.htm

21 Statement of Dr. Scott Gottlieb, FDA Commissioner, before the Committee on Energy and Commerce,
Subcommittee on Health, Uu. S. House of Representatives, “Co
Solution, ” Mitps/ddcs.hbuse.govibéting8fF/IF14/20180321108049HHRG-115IF14-Wstate

GottliebS20180321.pdf

2221 U.S.C. §331(cc).

2321 U.S.C. §335a(b).
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»“Y e’ T —fi1l ZETT—1YVXXOcul

Section 3022(b) (1) amends FFDCA Sedrtbgp,n WBiOtlH c c)
the assistance of, or a?#?Sechtei aodn r3e®22 (on) (02) aa meem &
Section 306(b) to allow the HHS Secretary to det
importifa tdhraftgdh)per bean cfoenlvoincyt efdorofcoanduct rel ati:
importation of any drug 29r hmmmatetmaelarlgnee do fs uibmpt carntcien
controlled substances that are prohibited from i
spec.i fied

SE"e> " 7— e AL—BEAYVXXUIEULIS—e1YVXXQei

The importation of unapproved new drugs 1into the
801 (a) requires the Treasury Secrceqgtdaamyp [teos dofl i ve
food, drugs, devinde scx,ostmeltdaacso whrn aeodhuatrse, baing 1 m
import into the United States, giving notice the
before the Secretary of [ HHS] ™ fhe¢ HHSe Sekeetiaglyt
must provide to the Treasury Secretary a list of
manufacture, preparation, propagation, compoundi
products for i mportteast.i olnf ianntyo stuhceh Uensittaebdl iSsthame n t
the HHS Secretary must request samples of such g
Secretary. FFDCA Section 801(a) specifies the <co

admission.

>"Ye' "—efil ZE " —@lYVXXUIEULIS—1YVXX0si

Section 3022(c) amends FFDCA Section 801(a) to e
articl e¢efiwms £ dbtaod minssshivoine ar f i cl e is a drug that i
of fered for 1 mpeocrtti oinm 3Wilgolcet)i owi 60 h t he assistanc
direction of, a&spamenmukldfe htstr raepdpear s from e xamin
samples or otherwise that the article 1s a count
Seoni 302m@endds FFDCA Section 801 to aam a new sub
article, solely ifomr, pwr pes aérlemfitebldenmesr tan edlren gi si fnc
accompanied by an electronic 1impord¢ @&amttay submit
interchaagd Bsysthem designated in such system as
ot her FFDHDLCAated product, and (2) the article 1is
public health concern raemdli @ mt, tolraitcnoinatnaeangsh e aavnd da w
drug orhbsobegncinveisntviegsattiegda tuinodnearl lamyporr dr ug app
has a chemicabubstantiitac ltylhatamidmircal structure
ingredieot boodogregthat 1is approved or being i1

24 FFDCA Section 301(ccgontinuesto prohibit importation of an article of food by, with the assistance of, or at the
direction of a person debarred

2521 U.S.C. §381(a).
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Chap4-eSrecuringsa@pli ddindis ed wNarthcotics
Deliberate Disposal and Packaging

Section 3EARanbS6ahgtPackaging and Disposal Fe

SE"e>" 72—

FFDCA Scecoclt iaoltl WSS Secretary (FDA btyodgldiegatd on o
risk evaluation and mitigation strategy (REMS) f
ensure that the benefPAss poafr ta odfrduagn@®bkuMBwecitghhe et h e
may be required to provide certaideianfopmaienn t
package ai ncsoemrntu)niocrat i on pl afortiomhesad thi mare prov
restsamrtaosharlueg and distri ®dteimem twi aAsctne eo rS amiocer eUs
(ETASA® ETASU may,r efqouri reex ahmepallet,h care providers
have partiemlphatmadinasngthat dispense the drug t
must Yumtdubey bur dens ome o n”tpaaktiinegn ti natcoc ecsosn stiod etrhaet
with sertibusaweningedi seases or cohgitarcorssiagd
health care (e. g?®If phteti eartferiemcrergdabbeidbdlsulge ( R
namnder ug) 1s subjectprtoacd eRfEEeMSemetihRelgDg eab ¢ ec¢ t o t wo
REMS components: (l)atkhegmednsatioanguf(d OhepET
that the generic and RLD must ehter into a singl

In December 2017, FDA heldfrmnomudbdld arkceghmat kidesndtgo p t o
role of packagingptspbpasage, adddedsspbusbk, misus:c
of preopidpdson

"Y'oe'T—1

v

ction 3032 (a) amelnds) R FPODIHEAS bSoewcetbihoenga gdulipraer t

a fREMSa drug that has a suerrriionugs frriosnk aonf oavre radd
drug (accidental or i@tlentthaomatthhe odr g obne ara
di spensing to ctelratta ima yp amiiteingast el ns wpcah kraigsi kn g(
k a,gionrg )( 2 ) tdhiastp etnhsee dd rtuog cbeer t ain patients with
e dispopudpoeysds eanf forwade iiediogibnhesm ygsgomi t o g at e

h serious riasvkhidmdlies sufficiently

on 3032 (b) ameln(dfs) (F2F)I¥CCA HYeScetcieogntt a5r0g5 t be i nc 1

nts with fwvheat ic®nwashliedIlehirenrin tpant i EoTnASS U 1is undul y
tient access to the drug

on 3032(c) amelnds) (FFIHDG A Sreecqtuiiorne 5tO0hSat 1 f t h
with a packaginghothe dgeprosfacdr adreaqign g etmeantt ,pr

» BTG o W

e
f
h
0
a
a
u

o o = o

® o
-
o o =

"W 0T »
=
v+ g o=

ec
EM

2621 U.S.C. §358.

2721 U.S.C. §354.(e).
2821 U.S.C. §358.(f).

2921 U.S.C. §358.()(2)(C).
3021 U.S.C. §358.(i)(1).

315 e e FHackaging, Storage, and Disposal Options To Enhance Opioid -Exfeityring the Path Forward; Public
Workshop; Request for Comment82 Federal Registe50429 October 31, 2017.
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woudlds® subject to the packdDgnumg Ilpoavc Ka gpogal 1 eq
systems anadl ssayfset edmss ptohnsat are different from tho
Section 303hedGovequmeas AGAQuUntoatb illaitteyr Qfhfainc eo n
after enactment, to report to Congress on packasg

ChapbheProstapproval Study Requirements
Section 3041. Clarifying FDA Postmarket Auth

SE"e>"7—-

FFDCA Seeclt(ibo)n( 1505defines, for the DEYHPVEHeGUXIf t h
H[SHULKHQMH a n

any adverse event associated with theaisedrug in humans, whether or not considered
drug related, including-(A) an adverse event occurring in the course of the use of the drug
in professional practice; (B) an adverse event occurring from an overdose of the drug,
whether accidental or intential; (C) an adverse event occurring from abuse of the drug;
(D) an adverse event occurring from withdrawal of the drug; and (E) any failure of expected
pharmacological action of the drég).

According to FDA, the+ter ms cofff nocptieodi dd autsae ,0 na ntdh ew hl

losigrm uset hhenketaheo FMoff caddisectaireath. on the safet
profile of opioids aPready on the market 1is nee-c
FFDCA Secectioh]l oM Se)c(rde)d e qunirfredlya tleidn g acbheange s
based on new safety information that becomes ava
prod®dadHSecretary is required to promptly notif:
required, withipmodpP@hkaatgoe st ht eco aspupbtrnbiratee fdl e catb etl hhen gn e
safety i(@afghamngeée onto boxed warnings, contraindic
adverse)reacttionsnotify the Secretary that the 71e
labeling whermget ad. The |l aw specifies the proces
the supplement and to address with the. responsi:t
"Y' e’ T —1

etci D41 (a) amendsDGWMHUVHe & W XidnH [ BoFnD CiAR & (cb ) ( 1)

l yF DA authority to 71 eqcueirrdeauipne st mat kmbays hadees

ction 3041(b) amends FFDICIASSece¢ianyS506(Dpg qéddr e

S

to

effti wemes(sei me,*®opioids)
Se

lmel ing changes based onl tn eaaw dedoff fi ®est it heen s so ciems fs o 1f

3221 U.S.C. §358.(b)(1).

33FDA, Stdtement from FDA Commissioner Scott Gottlieb, M.D., on how new regulatory authorities will assist the
agency in more forcefully addressing opioid crisis; included as part of the newly enacted Substddiserdse

Prevention that Promotes Opioid Reeoy and Treatment (SUPPORT) for Patients and Communitiegs’Act Oc t o b e r
24, 2018.

34 |bid.

3521 U.S.C. §355(0)(4).

36 More specifically section 3041(a) amends the definitionaafverse drug experiende FFDCA Section 505
1 (b) (1) (E) to Cctiveadsswudderthe conditions af dse preSdiileed in the labeling of such drug, but
which may not include reduced effectiveness that 1is in acc
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notification by the Secretary and submission of
include the new effectiveness information.
Section 3041(8)Seegatacy, twetkHHn one year of ena
addressing the circumstances under which FDA may
to assess the potential reduction in effectivene
posttmar studies or c¢clinical trials and safety 1 al
substances for acute or chronic pain.

Subti4doentBroll ed Substance Pr c

ThBEA undCeorn ttrhoel | ed SSWPhaanpesmaAcy (ebkponsghbil it
the use of controlled substances for legitimate
purposes, and for preventing these Whbké¢ amkbes fr
FFDCA requires that certantn tda ugsptbes drnispteinsmre df 1
providers,ettshef oGStAh requirements for dispensing ¢
Subtitle B addresses DEA regulation of controlle
other things, provide addddi canabntd dMAD¢dti mgn twi ¢
for opioid use disorders;] mpdgiyremantroldtetdquabs
programs; and authorize grants to states to 1ncr
di sposal progr ams.

Chapt-eMore Flexibility wit hAsRseisspteecdt t o
Treat ment for Opioid Use Disorders

Seotmi 32DU3. Allowing for More Flexibility wi
Assisted Treatment f o0;Me@picaXksdsoiistee Di Fwe atemen
for Recovery from SubraGrenUset i Enhdacre Ac
Substance Use Disorder Treat ment

SE>"7z—-

Under the CSA, substances are placed into one of
potential #f6et gbuos e de p*dSdcdheendcuel el ila bSaulbhsitgahn c e s ha v
potentia’wi fnhor caubrurseent ly actepdeemwme medi ettt has¥Enimne
whereas substasWchavinrechghaWEedrmegecabnuwhe.
manufactures, distributes, or dispenses any cont
AttorneyuGe¢resal he"  gqualé fegmmg practitioner who
substances for purposes of maintenance or detoxi

8721 U.S.C. 8812.

38 For more information, seERS Report R45164.egal Authorities Under the Controlled Substances Act to Combat
the Opioid Crisis
3921 U.S.C. §822.

4021 U.S.C. 8822(c). For more information, €f@S Report R45164,egal Authorities Under the Controlled
Substances Act to Combat the Opioid Crisis
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separate annual “Hogwesvterra,t iiofn tfhreo njiuBafkAdi.mfsye ng pr ac
schedul eVIiddnt oVl |l mpp studbsd manicretse na n cter eoart ndeentto,x i f
he omay happly fotrhea swapgieat efartoimmn, provided cert
meThis waiver IIBATrAe fwéinavemedt @ f & ¢ riacthh ei tl awa sby wh
estabttihkekheg Addiction Treat mePntL . Ad)ibD 6of 2000 ( DAT
Bprempdhine is a schedule III contradliloend ¢shmltst anc
the conditions for the waiver.

Under current 1 aw, a DATA waived qualified pract
first yesaurbmintd amasyecond afatiyfteacahcomaaod tihme emati
to 1@Q016Inthe Secretary promul gated final regul:
t wo years, subje®t to certain conditions.
Pursuant to DAfAa2d&0, ntghmpotaswwd end icomley physicians
CARA added a tteympaolriqarwyil naodt ipkrmagcit T (t ii memre g
practitioners atdo bphayisni cDIAdIAtad § Vet obllwe 1DEA 021
issued a final rtule in Janu#®ry 2018 that 1impl e me
To obtain a DATtAi ovmdvemy s tt hme otr acdrntain requirem
is‘qmaalifyinpepbyssheampst be licensed under st atf
of the other specified conditions (eog., board c
medicine from the Americ®®@uBoantd bdwMéddécanotSpe

whet her a qualifying physician may be granted a
are met during medical school or residency

"Y' e —ce

Sectioname2n0dls( &#fbhye aClSIAd Avlidnagi qad 1 i fied practitioner
patients at any one “adtheti nfiatHer pplravtiddodngr hoc
medi cagsiont ed t MPwatmedtugMAThat haveosdbeeinnapprov
qualifisd¢tfSegtioa 3201(a) allows a qualified pr
any one time if additional requwirements are met,

Section 3201 ( bb)y arneemnmodvsi ntgh et hCe$ & i GneR A idmiirti ni gmpwohsiecdl
nurse practitioners and physician assistants ma)

4121 U.S.C. §823(g)(1).
4221 U.S.C. §823(0)(2).

“BHHS, S A MMESication Assisted Treatment for Opioid Use Disorde8$,Federal Registed471144739,
July 8, 2016.

“DE A Implémentation of the Provision of the Comprehensive Addiction and Recovery Act of 2016 Relating to the
Dispensing of Narcotic Drugs for Opioid Use Disord@&3 Federal Registe8,071, January 23, 2018

4521 U.S.C. 8823(g)(2)(G)(ii).

4621 U.S.C. §823(g)(2)(B)(iii).

4742 C. F. R. ddditiorinl créderftialingasboard certification in addiction medicine or addiction psychiatry
by the American Board of Addiction Medicine, the American Board ofitdé®pecialties, or the American

Osteopathic Association or certification by the American Board of Addiction Medicine, or the American Society of
Addiction Medicine.

48 Medicationassisted treatment is defined as the combined use of medication and ikes se treat addiction. For
more information, se€ERS In Focus IF1021@pioid Treatment Programs and Related Federal Regulations

“®<“Qualified practice setting” is defined in 42 C.F.R. § 8.
5042 C.F.R. §88.610 8.655.
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detoxification treatment, e ffSecdtiived y3 b kG d)g o hp
the def‘Qquatdi dyiafondetrhernptadeicliinical nurse s pe
registered nurse anesthetists, and certified nur
limit on these new qualifying other practitionert
Octobt, 2023

Section 3201(e) requires the Secretary, in consu
Congress, not later than two years after enact me
physicians treating mor@tﬂllearnpk(a(?btan1om1etr$ admed ad
30 patients, with appropriate recommendations ba
opioid use disorder treatment more generally, S u
practitionersandedrttlae menpatriee¢demmg i on rates for p:
Section 3202(a) amends the CSA to expand the c¢on
consi“dant’dfhi @od der to be g Thesednez wDADA dwatiiwenrs. i
physician thmtgdod sgtramddiiat g df iom an accredited U
osteopathic medicine, and (2) 71 eeeipweend etnrtai ni ng
patients, as well as other training that the Sec
all opatostc eopathic medicine curriculum (e. g., p:
requires the Secretary to consider ways to ensaurt
practitioners with a specialty 1 nyopuetdhi awtirtihcs ¢ ar
substance use disorders

Section 3203(a) requires the Secretary to establ
osteopathic schools and teaching hospitals to d
outlined in BeotB38fA3BBP2auBhotizes an appropriat
FY2019 through FY2023.

Section 3204. DelédeSybotftanc«€ombproalPharmacy
Admi ni stered by Injection or Implantation

SE"+>"2

Under the CSA, a pharwmoatsbolheay sabsdangendt ® an:
ul ti Stweh i w dreep,msctaeucsleyd i ssues for patients and ph
controlled subffaomeeadmegusteatnon (e. g., those
i mp1l a n*Bautpiroenn)o.r phine is a schedule III controlle
opioid use disorders that may req@ire administra

5121 U.S.C. §823(g)(2)(G).
5221 U.S.C. §823(g)(2)(G)(ii).

53The CSA (21 U.S.C. 8802(27)) definesidtimate usems a person who has lawfully obtained, and who possesses, a

controlled substance for his own use or for the useneémber of his household or for an animal owned by him or by a

member of his household. The CSA (21 U.S.C. §802(10)) also delispense o  mto delivera controllé

substance to an ultimate useby, or pursuant to the lawful order ofpeactitioner including the prescribing and
administering of a controlled substance.?”

“SeeFDA Law Blog, “Legislation Would End “Constructive Trans
Permit Pharmacy Delivery of Controlled Substances to Playsidor IROf f i ce Admini stration,” Septe
http://www.fdalawblog.ne201409/egislationwould-end constructivetransferand changecsadefinition-of-

dispensdo-permitpharmacy/

55 For more information, se€RS Report R4527®uprenorphine and the Opioid Crisis: A Primer for Congress
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»Y'e'mT—

Section 3204 ( ab)y aanlelnodwsi ntgh ea (pShAa r marcsy,, wmdeal isper
controlled substance to the practitioner, pur s ua
practitioner to the patient by injection or 1 mpl
detoxifica¥litonmusteabememdmenpasteerd by the physic
after the physician has received the controlled
with the Secretary, can reduce the number of day
controlalnecdke siufbsstuch reduction will reduce risk o
However, the Attorney Generhdscanhon mekenadapsdi
3204 (b) requires the GAO to study apdtembmatl a 71 e
diversion of controlled substances administered
years after enactment

Chap2eEmpowering PharmacligsaisnsinOphe
Abus e

i BHi

Section 3212. Programsi mg do iMa @einrticaulnss t fammrc e’ Br a

Undethi Wh a Pharmacist May Decline to Fill

(0p3

CEH.)’“‘i_.

o the DEA, pharmacists should rem
macist holds legalreescpopsibnl thn
profThesicomahmst amtcmsentunder which
andepienpé mge d nvdthice $>CPheerd uDlEeA o f t h

T e ®» e o
- o T B
oo oo o
e D ane
2]

T o =0 0o =
IS I I R B e T ¢ B o

o O = =

a
scrib
t h icdaerres ,praonvd patients may not al ways be

TT 5o fo e
il =l ¢ M= ol =T ¢ Bl B N 7 B o)
—_ —

O O o O »

scr®% ptions.

»"Y' e T —
Section
Commi s s i1
SAMHS A,
phar mac
the circ
substan

ts, health
mstances u
because t

O S ©»® O W

56 Section 3204(a) adds a new CSA Section 309A.

SSDEA, A Pharmacist s GChitgs:dvenw.deadivBrsion.ssdaj.gpgbsbroohnresf r a u d ,
pharmguide.htm

5821 U.S.C §829.
5921 C.F.R. § 1306.04.

S°DEA, A Pharmacist s GChitps:dvenw.deadivBrsion.ssdaj.gpgbsbroohnresf r a u d ,
pharmguide.htm
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and (2) bthequifedments pertaining to declining a
substance. The Secretary is required to include
to fill a prescription, as well abliaoafommahe¢on f
pharmacabitli ty to decline to fill a prescription

ChapdeSrafe Disposal of Unused Medicati

Sectioms223222Di sposal of Controlled Substanc:
Empl oypydesa Qualified HA®OpbtadPregdaheport
Hospice Safe Drug Management

SE"e>" 72—

To make 1t e ier for patients to di

and Responsi e Dbiusgp DI BlploAxaM3l ke s ¢t

Di sposal Act mended the CSA to auth
S

pharmaceutical controlled substance
regulations promul gatlerd D014,het Nd t DE A

a S S
b1 B
a [0)

[§]
1

0
0
iys sGeavce ra |
0

- 0 + "= DB

diposal of cont reoxlplaendd esdu bt shtea necnetsi ttiheast which ul
controlled substances, as webllad shbsmehboesschsry
col l ¥Hdwadver, the final rule c¢clarifised that whil
household may dispose of an unused medication, e
unl ess authorized by bapicCcsudl aoaftsesmatdhel dwpkit He
provided ;tbemefpatd,enmedi cations with high risk f
whom the medication was not intended can often L
>"Y e'T—

Seonhi3222(a) amends the CSA to allow an employeece
of a controlled substance after (1) the death of
of the controlled substanaocea, eorof( ¥)hea hmas dii fciec aptai
employee is the physician of the peron receivir
Section 322Q¢ali deddnklaspiachoppoeogramrogram t hat
policice and proofc etdhuer ecso nftorro 1dli esdp ‘®ssualblesat tahn cteh aatf taerrc«
in plac when the controlled substance is first
patsentinical record after disposal 1s completec
Section 3222(b) alll otwos itshseu eAtg wirdanyc eGetnee rlhos pi c e
requirements under Section 3222(a). Section 32272
clarifies that mnothing in thiddsatseotri dmciad tgw viea
fromosimpg additional controls or restrictions 71 e
controlled substances in hospice programs.
Section 3223 or esqguwidrptoss n@A@gopnte dat er than 18 month
enactome ntthe fedemnmngplplictqgied ce moment and disposal o

6121 U.S.C. §822. For are information, se€ERS Report R45164.egal Authorities Under the Controlled Substances
Act to Combat the Opioid Crisis

52D E A Disptsal of Controlled SubstanceZ9 Federal Registe63,52Q Sepember9, 2014.
6321 U.S.C. §822(q).
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substances 1n the home, as well the cha
r ol

as 1 ng
programs regarding the disposal of cont 1 s

l e €
e d L
Chapt4-eSrpecial Registrationifbpecallebamed

Section 3232. Regulations Relating to a Spec

SE"e> 72—

The Ryan Haight Online Rboar mfRRH0 8Hsulmkeltr ARatot ect
11492)5 was enacted as aildephisef tebtrheol hedesausbs:
Among other things, the Ryan tHhde ghe¢l Ac¢r py,medidsetdr
and dispensing of a controlled substance via the

pursuanpetooanmedi® Thle d aavl flerxdenmepnchses a m me di c a l
evaluationarpgact e tde amme rt heen gpargaec Pdaxc ed offi ted,e meadd
allows the Attorney General to is&Thealapecial r
requires the Attorney General to promul gate r1regru
whi ch aal srpeegciistration for telemedicine may be 1s
a special®Ar €ginsatlr ateigamd .ation specifying the 1imi
obtaining such registra¥ion has not yet been prc
Y el T —

Section 3232 would amend CSA Section 311(h)(2) t
enactment, the Attormney General, in consultation

regulations specifying the 1iminheflocitelmmetdnces
may be issued and the procedure for obtaining t1l

ChapbheSrynt hetic Abuse and Labeling of

Section 3241. Controlled Substance Analogues

SE”e>" 72—

The Controlled Substancd98AndlthgudAnBd bguee ot to r A
was enacted as -DBobgi Abes & PAMLSt7TENO EKHE6 ( aw amende
the Controlled Subtsrtoalnlceeds sAucbts ttaon cter eaanta lao gcuoen ( i n
consumption) as a contr®Ude¢edr subist ahaw, uandeantScd
analogue is defined as a substance 1f

8421 U.S.C. §829(e).
6521 U.S.C. §831(h)(1).
6621 U.S.C. §831(h)(2).

87 An interim rule was published on April 6, 2009; $3€A, “Implementatiorof the Ryan Haight Online Pharmacy
Consumer Protection Act of 20084 Federal Registet 5603.For additional information about the special
registration, se€ERS Report R45240he Special Registrationrfdelemedicine: In Brief

6821 U.S.C. §813.
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(i) the chemical structure of which is substantially similar to the cremteucture of a
controlled substance in schedule | or II;

(i) which has a stimulant, depressant, or hallucinogenic effect on the central nervous
system that is substantially similar to or greater than the stimulant, depressant, or
hallucinogenic effecbn the central nervous system of a controlled substance in schedule |
or ll; or

(i) with respect to a particular person, which such person represents or intends to have a
stimulant, depressant, or hallucinogenic effect on the central nervous system that
substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect
on the central nervous system of a controlled substance in scheduléq or II.

f note, many of the synthetic catbandhealmar ket
tfpl anftarfeoosdt atinpoetd iwnittehn de d f o T thiusmaanc tciomms uimsp t ii mtn
o circumvent the Anal ogu®0nEn fboarrcreineern tt oA cptr ousnedceur
ndividuals for violatiors %hsetlhi’tshanlgt shoes mat ket e c
not intended f o’fi sh upmmaonv icnogn stuhnaptt idoens pi te t his | ab

o
0
t
i

indeed intended for consumption.
In addition, the Analogue Enforcemensti micltarrequir
to a controlled substance in order to be conside
chemical structure of a substance can be manipul
controlled substance bhtarmbicbl ogicecdidgs sé¢ fnfidats f
or Schedule I1 “"Thretscomhad pudlbstioamse .can continuo-i
of scientists and law enforcement
The DEA has also pointed out several prosecutor:
Enforcement Act to prevent drug use and abuse. T
e Fach case requires additional investigation
questiomt waded for Hamdncesonshmpefone be cons
an amal og
e A forensic chemist can testify to Il aboratory
controlled substance 1n a case,; however, t o
analogue, additional testimony from experts
e In cases mnhnvallviamg |Ipgmume substances, experts
substance has a substantially similar <c¢chemioc:
effect) to a Schedule I ¢ ®mtbrsalalnetd asldbyst ance
simiilsarsubjectivemaadpmay Hdoféepeft

6921 U.S.C. 8802(32)(A). For more information on which drugs or substances may be placed on Schedule II, see 21
U.S.C. §812(b)(2).

70 Statement for the record of Joseph T. Rannazzisi, Deputy Assistant AdatanisBffice of Diversion Control, Drug
Enforcement Administration, before the U.S. Congress, United States Senate Caucus on International Narcotics
Control,Dangerous Synthetic Drug$13" Cong., ¥ sess., September 25, 2013.

71 Statement for the recoaf Joseph T. Rannazzisi, Deputy Assistant Administrator, Office of Diversion Control, Drug
Enforcement Administration, before the U.S. Congress, United States Senate Caucus on International Narcotics
Control, The Dangers of Synthetic Cannabinoids and Stimtg 112" Cong., ¥ sess., April 6, 2011Statement of the
Honorable Michele Leonhart, Administrator, Drug Enforcement Administration before the United States House of
Representatives Committee on Appropriations, Subcommittee on Commerce, Jegticeg, and Related Agencies,
113" Cong., ®sess., April 12, 2013
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e Establishing a substance a
cases. Each case involving
establish that the s{bstan

s an analogue in o
the potential ana
ce is indeed an an:;
>~Ylw!~_

Sectionemdds#A It men Anal ogue Enforcement Act (21 U. S
consider in determining whether a controlled sut
consumpti on. These factors include

e the marketing, advertising, and labeling of

e the known efficacy or usefulness of the subst
labeled ur pose;

e t he di f

p
ference between the price at which th
which the
e
t

substance i1t 1is purported to be or

e the diversion of the substance from legiti ma
importation, manufacture, or distribution of
e whether the defendant knew or should have kn
be consumed by iimjgescttiom, iomhahat iodher 1 mmed
and

e any controlled substance analogue that 1s ma:
distributed, or marketed with the 1ntent t o

l aws .

For purposes of §813asewbpdemacecktethetd, aaduwbstaned,
human consumption, by itself, 1s @QRWtsewmfdfeidc ifeomrt
human consumption.

ChapéeAccess to Increased Drug Disposa

Sectioms2630252Definitionse QQruarhtosr;i tAp ploi cdMiat i o n
Grant Funds; Eligibility for Grant; Duration
Oversight; Duration of Program; and Authoriz

SE"e>" 72—

As mentioned earlier TauttthdrrsAtweedromrdty Gehnee rDails,p oasca
through the DEA Administrator, to issue rtegulat:i
their unwanted, unusodtrod ledpismndbd tpmesc dirmtgis o if
medications) to feddwmal dy spwtshdriznead @eatmmnteire t ha
mi suse d‘TheaPusposal Act required the Attorney (

regul attiaoknes ,i nttoo consideration the public health

72 |pid.
73p L. 111273 124 Stat. 2858 (codified at 21 U.S.C. §822).
7421 U.S.C§822(g)(1)(B).
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di s po%maly prwmpaddsdskr ograms that allow the

g oo 0 Qg O

= O MO O RN R T
[Cl=Tl = I = B ol = N CEE A Clla

7521U.S.C.§822(g)(2).

D E A Disptsal of Controlled Substanceg9 Federal Registe63 520, Sepember9, 2014(codified at 21 C.F.R. pt.
1317).

7721 C.F.R. 81317.65(afPrivate entities or community groups may also partner with law enforcement to hold
community drugtakeback eventslbid.

7821 C.F.R. 81300.02(b). As mentioned earlier in this report, the/€&direscertainpersons who handle controlled
substances to register with the DEA and comply with the terms and conditions of the regi&tatid®.C. §822(a).

79 Eligible registrants who may seek DEA authorization to be collectors amafacturers, distributorsgverse
distributors,narcotic treatment programs, hospitals/clinics with asitmpharmacyandretail pharmacie21 C.F.R.
§1317.40(a).

8021 C.F.R. 8317.70(a)The physical packages in which the drugs are shipped must comply with cegtaatory
requirementsed.g, be tamperesistanaindhavetracking numbers)21 C.F.R. §1317.70)c

8121 C.F.R. §1317.75(alnstallation andnaintenance of the collection receptacles must meet regulatory requirements
specified in21 C.F.R. §1317.78§-(g). A long-term care facility may also dispose of controlled substances on behalf of
its residents (or former residents) by usingsite colletion receptacles that are installed, managed, and maintained by
authorized retail pharmacies or hospitals/clinics with asitpharmacy21 C.F.R. 81317.75(d)(2)(iii) and 21 C.F.R.
§1317.80.

8221 C.F.R. 81317.90 and 21 C.F.R. 81317.95. Theregulatiens i ne et norvable” to mean a

girmpml e mentation and part i”CTle tprommublyg avtaerd o u s
ulations provide for thré&thesefuretcoplieocniobs
eral, state, tribal, or local “thikbwaeln f or ce ment
nts for wultimate users to get rid of their ur
ond, |l aw enf or creengeinstt eernetd tpiaet¥steigensd o @rdiadfit esr r e d t

®tShAa)t have rteceived sepcetc iufniwca n@EAl acpopnrtorvoalll etdo
publ

anted controlled sub8®Thacehitd opilientpesmivi s
orcement agenci etso oirn satuatlhlo rainzd dmacionl tl acicnt osresc u r
t heriergiBBEA red location for ultimate®users to
nally, the regulations require collectors to
dl fowing certain procedures théntoonrender the cc
tri®vable.
An October 2017 report by GAO revealed -that appr
registered entities eligiblesposablheve wvabsntdar
sought DEA authorization®(tTh eb éGcAdme ermpegits tfeorceaud eac
specifically on the wuse of collection receptacle
disposal available undgrr ¢ ge¥Mcisoprodsi.anlg Acot tihnep 1GAn
the relatively low rate of participation of el ig
attributed to the costs associated with purchasi
some conf uw itoon coovmeprl ynowi t h t he DEA r &gulations g

contr

that has been permanently and irreversibly altered such th

21 C.F.R. 81300.05.

83U.S. Gvernment Accountabilitpffice, Preventing Drug Buse: Low Participation by Pharmacies and Other
Entities as Voluntary Collectors of Unused Prescription Drugs, G8@5, October 2017p. 7, https://www.gao.gov/
asset€90687719.pdf

84 bid., at p. 3.
85 |bid., at pp. 1316.
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Y e’ T —ce
Section 3251 provides “Aaccsehsosr tt o iltnlcer efaosre dC hDrpu g rD
2018etion 3252 defines particul airn gt etrhnes tuesremd 1

«

At t or ne yt oGeniechrea 1At t orney General, acting through

for the Office’amfd Jt diet itleamP z dtdgor aniizhal macrtcoort i ¢

treatment progr am, a-s hphegprn mady,ora crle tnaicl wp it ahr manc
distributor, that 1s au?tSeoctiizoend 3 2b5y3 tphreo vDiEdAe]s atsh
General with authority to make grants to states
el igibl e scoalultehcotroirzsed collectors. A state applyi:
submit certain information specified in Section
agency responsible for complying awiplhan hteo condit
increase the participation of eligible collector
the state will select eligible collectors to be
Section 3255 provides that a Spicegntosn 32 53hegraman
may use the grant funds only toward the costs as
activities. In accordance with Section 3256, t he
five states, thbaegd st dilne atshieu slhorvbees tofquartile of
the participation rate of eligible collectors as
Gene®lad .addition, Section 3257 direcotns otfhe Attt or
hese grants, while Section 3259 provides that t

““ach of the first 5 fiscal years®¥peginoanng2adte
quires a state receirveipnogr tt htios tghrea nAt taowanredy tGoe ns
) a [Fuilstti noaft et hreeci pi et @§2¢glfe stchhd pgisomtc 6o wd hmetess .t
pported by this grantpdmufmadinmegnc anmde d383Yyr as dr slca
f encetsisveof the grant, including changes in the
thorize®Ftondlkygyto8ection 3260 provides an auth
torney General of such s umsi sas hmapy elre necessar

ChapfTelsing Data to Prevent Opioid Div

Sectioms2734272Purpose; Amendments; and Report

~

SE"e>"Z2Z—->

Manufacturers and distributor s®wift hScthheed uDEA I a n ¢
through the Aut omadatde Re@Proderss aSdwds it@eom si(sA RaCrOS ) ,
automated drug reportingmemustem|[{hahealfl owsofhdl

substances from their point of manufacture throtu
sale or di tthei dutiped®™Gemg/arient anialr cloetviecls. 1 i sted in

8P L. 115271, § 3256.

87p.L. 115271, §8 32573259.

8P L. 115271, § 3258 (1X3).

821 C.F.R. §8304.31 and 1304.32
%21 C.F.R. §§1304.311304.33.

91 Drug Enforcement Administratipiutomation of Reports and Caiilated Orders System (ARCOS),
https://www.deadiversion.usdoj.gavtosindex.html
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IV are also covered by t%Ac cARCIOSn gr etpoo rtthien gD B Ae, q uld
attorneys and DEA i n weosnttirgoaltloerds smmabys tuasnec eARGQSa n s
““o strengthen cri™Minal cases in the courts.

DE A, ot her federal agencies, and stataeg iaomd | ocal
Approximately 1,100 distributors and manufactur e
transactions are re*ported to ARCOS each year.
Yo' T—aee

Section 3272 states the purpose of Chapter 7, wtk
distriibtuht oarcscews s t o anonymized information throu
and distributors identify, report., and stop suspyp
It also states that nothing witnhregtibhe¢raamet if o0 ms
responsibility to identify, stop, and report sus
di version.

Section 3273 amends Section 307 of the CSA by re
data avail ablmantud ace girstrerand distributors thr o
quarte™Thebasdata include the total number of re
substances to a pharfaog oheptetaltgodatityggandr
distributed to each pharmacy and practitioner 1 ¢
responsible for reviewing these dat a.

Section 3273 also requires the Attorney General
under 21 U®whelnet §8 07 afhg whether to initiate prc
manufacturer or distributor based on the failure
noncompliance with other CSA statutory or r1egula
General to prepare and make available, once ever
regulatory, licensing, attorneys general, and 1 a
analytic information on ttheradt dadlr odigsht ARIECONSL o D:
include detailed amounts, outliers, and trends ¢
states for the controlled substances contained i
determined to uhsaeve the highest ab

Section 3273 adds a new prohibited act to Sectic
failure of a registered manufacturer or distribu
information, directly rel at eddi sttor itbhuet ocru s tnoandeer sa vc
by the Attorney G¥hxaeapgt tas omrghv IARLCODSin 21 U. S. C
the maximum civil penalty for violating this ne:}

%221 C.F.R. §1304.33(d).

98 Drug Enforcement Administratipsutomation of Reports and Consolidated Orders System (ARCOS),
https://www.deadiversion.usdoj.gavtosindex.html

9 |bid.

921 U.S.C8827.

9% These data are to laggregated by the n& and address of each pharmacy and practitioner registrant
97 These data must bisted by Administration Controlled Substances Code Number

98 As redesignated by Section 3273.

9921 U.S.C8842
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AR OS to

Under 21 U.S.C. §842(c)(l)dBogn(iibeogd im 2heUcRs€E. c
§842(c)(1l)y(B) (i) committed by a registered manuf
the reporting of suspicious orders for opioids,
di version of opi oihdes ,moosrt fraeicleinntg itnof orrenvaiteivo n ma d
Attorney General in accordance with section 307
maximum civil penalty is $100, 000.

Section 3273 also specifies a maxommimttcedmbypad f
registered manufacturer or distributor of opioic
for opioids, failing to maintain effective contr
the most recent amlfeorbma ttilben Atatdeer mevaiGener al 1in
307%0f)

Section 3274 requires the Attorney General to su
of this act a report that provides information a

identify and stop suspicious activity.

Chap8eQpioid Quota Reform

Section

3282. Strengthening Considerations f

SE"e> 72—

The CSA includes a production quota system that
of dbashc class of Schedule I and I1 tomatr ol 1 ed
may be manufactured in “tao gprwewni cdalfemrdatrheeast i ma
scientific, research, and 1 nfduuls terxipaolr tn ereedqsu iorfe ntek
for the establishment aHdhmaDEtAereasnadbl of hees ¢ hve
referred to as the aggregate production quota ( /
controll e®ThabP®DEAnask sion daisvsiidgunal production quota
substance manufacturers t ha t®%Tphree veSnA atlhleo wASP Q f r ¢
registrants to apply for an increas“eoimeetndividrt
estimated di,s paonsdalot hienrv ernetgouwiyr e ment s?’®during the
By regulation, the DEA Administrator must consid
determinations: (1) the total disposal of the «coc
precedrisn;g (y2)a trends in new disposal of the cont
(actual or“thsetecmasediandfall substances manufactu
substances 11ist’;dp(dn)] Schedude mdrn dcrofndtir]oal 1peadr tsiucbusl

100 paragrapk (5), (10), or (17) of subsection (a) of 21 U.S.C. §842

101 These listed chemicals are ephedrine, pseudoephedrine, and phenylpropanolamine, which are ingredients commonly

found in overthe-counter cold medicines that may be used in the production of metletemgine and amphetamine.
See Drug Enforcement Administratic@MEA (Combat Methamphetamine Epidemic Act) Questions & Answers
https://www.deadiversion.usdoj.gonéthf_a_cmea.htm

10221 U.S.C. $26(a).

103 Statement for the record of Joseph T. Rannazzisi, Deputy Assistant Administrator, Office of Diversion Control,

Drug Enforcement Administration, before the U.S. Congress, United States Senate Caucus on International Narcotics

Control,Improving Management of the Controlled Substances Quota Prdcb$%Cong.1% sess., May 5, 2015
10421 U.S.C. 826(b)
1055ee 21 U.S.C. §8826(b) and (e).
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and (5) other relevant factors affecting the use
currently accepted medical use of a controlled s
of the raw matperroidaulcse me cceosnstarroyl lteod s ubstance, an
emergencies (i.% ., natural disasters).

A registrant may not manufacture a Schedule I or
chemical that is (1) not enxg¢grkypstllye avmndhiovidweal bg
assigned to him by the DEA, or (2) in excess of
»Y'e'mT—

Section 3282 amends Section 306 of the CSA by ad
quot®iea. establishing annual thee At ttoh @ eAt tGemmeaya |1 Ge
determines it will assist in avoiding the overpr
substance, establish an aggregate or individual
established by the Aftobmnegr fienefaphdb¥Pmaegul ntab
prepared from or conta®ning the controlled subst
In establishing quotas for fentanyl, oxycodone,
(referredvenedscant’riohd et saatbaslt awickh estimate th
of diversion of the covered controlled substance
such diversion, the Attorney General must consi d
information theabldetemr miatee t ocofbeowerldose deat hs
health impact related to the covered controlled
sources of information the Attorney General dete
diversion of a covered controlled substance, t he
reductions from the quota the Attorney General v
di version not been considered.

For any year for whiaghcoherappcovetdo APd foubstan
approved APQ for the covered controlled substanc
in consultation with the HHS Secretary, will 1inc
publ itch hbeeanle f it s of increasing the quota clearly
increased volume of the covered controlled subst
in the United States.

Not later than one yddr Aftor neya Gemental ofmutshi s
(1) an anonymized count of the total number of
quotas that year for the covered controlled subs
such manufdsestwrdr a nwaperoved manufacturing quot
issued to that manufacturer for tht¥Atevered cont
within a year of enactment, the Attorney General
Attorney General, when fixing and adjusting quot
into consideration changes in the accepted medic
work with the HHS Secretaryymoumdtyheds imataeppherg

10621 C.F.R. §§303.11(b)(1X5).
10721 U.S.C. §842(b)

10821 U.S.C. 826.

109 Also referred to as unit dose
110 As delegated to the DEA.
111 Specified committees.
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and amount of covered controlled substances t hat
drug collectiéedmcrke paptga eblmeesk, .amadinlt 8 k ¢

Chap9ePrreventing Drug Diversion

Section 3292. Imgpveoenwtt mdmug Piovdrsion

~

SE"*>"z2—-

DEA regulations require manufacturers, distribut
“design and operate a system to disclose to the

subst’andeso repbr DEAo Ft b & d I'sbucsvpiisciioonu sO fofridceer s wh e
discovered bBYDEAercgglastsampi de Dauss itbheodseer st hat ma
incl‘oardkeer s of wunusual size, orders deviating sub
of unfuseuqaitf®wsypicious orders could indicate that
diverted out of legitimate medical, scientific,
drug abuse and dr'¥Bhe¢r@SAipko wigd enxi mdail v itplie maanl d i e s
DEA registrants who refuse or negli®ently fail t
"Y' e’ T —ce

Section 3291 provides “Par esvheortti nt g tDreu 200128 .vCehraspit cerr
Section 3292 ( a)i naddsoumnapoisfe¢ id’¢ wst Sewdadmwmh 102 of t he
essentially adopts the langthge of the existing
Section 3292(b) adds a n éSw sSpeicctiioduish B3@r2cheres €H A CS
Section 312( ar)e griesqturiarnets tao ItEaAke t he same actions
mandat e (1) to design and operate a system (tha
privacy laws) that will alert the r engdi s(t2r)ant of
upon discovering a suspicious order or series of
Special Agent in Charge YNewh€S MDMEAe Ftiiednd DIiIGEb)E

11221 C.F.R. §301.74(b).

1131hid. The U.S. Court of Appeals for the D.C. Circuit rejected a challenge claiming thagthlatorydefinition of

suspicious orders pr o chardctesstics thah makexah ardersfar ¢contrelled substances f t h e
suspicious . ‘acetdealdnc.v.DEA, 861 F.3d 206, 220 (D.C. Cir. 2017). Instead, the federal appellate

court mnoted that the regulat i oenampleshnd motan éxhaudiivetdidideat er i st i cs a
221.

141bid., at 2111 2 Masters had an obligation to report to DEA suspicious orders for controlled substances and to take
other precautions tensure that those medicatiomsuld not bediverted intoilleg 1 channel s . ”) .

11521 U.S.C. 88842(a)(5), (c)(1)(B), (c)(2). In the past decade, the DEA has investigated several opioid drug
distributors and manufacturers that failed to report suspicious orders or that filled suspicious orders for controlled
substancesSeveral of these investigations resulted in civil penalty settlements and the companies agreeing to
implement certain regulatory compliance measures. Se®egartment of Justic@®ffice of Pullic Affairs

“McKesson Agrees to Pay Record $150 Milliontteetent for Failure to Report Suspicious Orders of Pharmaceutical
Drugs ” pelease, darary17, 2017 available ahttps//www.justice.gowpapr/mckessoragreespay-record150
million-settlemenffailure-reportsuspiciousorders

11621 U.S.C. §802.

117However, there are a few differences betwsenstatutory requirements concerning suspicious orders under new
CSA SectiorB12(a) andhe existing regulatory requirements ungd&rC.F.R. §1301.74(b). For example, the new
statutory provision directs the registrant to notify the DEA Administrator in addition to the DEA Field Division Office
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requires the Attorney Geara.,altme mdsttha bnl ias hy eaa rc eonft
database for storing suspicious orders reports;
suspicious order to this database, the T1Tegistrar
notification requirdmeart mewt@CDAeSe atbiooore 312 (c),
must share information regarding suspicious orde
state with an entity designated by the governor
Sectionegdgi@dbPR2¢ésc)the Attorney GCse neenraaclt, mewnitt,h itno ai nyfe
Congress about the reporting of suspicious ordert
description of the actions taken iherAspomseyto
General to submit additional reports to Congress
previous year ; such reports are ¢t oddbtee fafl ed annt
enact ment Finally, thibhamneatyonsr manialeett mesthte,h attht en
Comptroller General of the United States (head c
Administrator, submit to Congress a report on th

Titl-eOflfVs et s

Section 4004g tMoed eRenpiozritni ng of Biological an

SE”e> 72—

The Drug Price Competition anHatPéahtxenatmP AREtm Re st o
$ 1)éreated an abbreviated pathway for generic d
s ubmi ta btbor eFvD A taendANNDIAA n(at leer, talman a full NDA,
t the generic product is "HBye syainmeg aosn tFhIXA br ar
vious determination that the RLD is safe and
licating the expensive clinica¥Thter igaelnse railcr e a ¢
g applicant must , haenro nag soetchteiré®atrhvionngés ,s fsaufbemmet n
tifications for eve?ywiptaht ernets pleicstt etdo itnh et hReL DOt
ANDA:

e the brand company has mnot filed any patent 1in
e the patent has expired,;

e the date on which the patent will expire; or

about suspicious orders (the regulaigpecify only the latter as the point of contact) and requires the registrant to
ensure that the system used to identify suspicious orders complies with federal and state privacy laws (the applicable
regulations do not reference privacy laws). Compate 115271, § 3292 (adding § 312(a)(2) to the CSA) with

C.F.R. §1301.74(b).

118The brand product is called theference listed drugR(L.D) because the generic product ANDA refers to the clinical
data in the brandame drug NDA.

119 CRS Report R4470&%eneric Drugs and GDUFA Reauthorization: In Brief

12021 U.S.C. §8355(j)(2)(A)(vii). A section viii statement should be filed when the generic applicant is seeking approval

for a methoebf-use not claimed by the listed patent.

21A11 approved drugs (brand Approved PragnPeductsavith Therageutit i st ed in t he
Equivalence Evaluationsi . e . , t h e Theholdenaf amappBoveaNDA, generally the brand drug

companymustidentify any patents covering its products, which are listed in the Orange(BbakS.C. §355(b)(1))
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e the patent is invalid or will not be infringe
submitted, as specified.

These are referred to as paragraplhiibtstlEgnkElFI g a
dug compfinkes han ANDA with a paragrapht@¥ certif

rpod of exclusivity, which precludes FDA fror
roduct durdfangt#trmhe.t period

p

Since enact-Wexnna na,f ncleprttale t i ces have emsesrged that
intended balance between innovatiofdP®Omred saacthpet it
practice -fiadredlawe ssepgayl ements pursuant to which a
neithengehalbr ndacdcempanymor sell a generic vers
certain period of time in excllangde Xdr ofa ythen tMef
Prescription Dr MpdelmprzatdodMAAPc tla.d &)D280e0q3u i(r e d
drug cotmpislneciedesr eement s with the FedebP@Il Trade Co:
More speucnidMMAa$S ¢yt (i onal géRhericadr sgpbeNaDAp any t h
contmagnparagraph IV certification and a brand dr
must each file the a@ovevemedtagidcdmddCs amde DOHo s e
manufacture, marketingtedrinalbe oANDAcoRLDhe¢e hgdn
which the ANDA was submitted, -day wetdl asi waigtr ¢ e me
as it applies to the ANDA or to any other ANDA b

Additionally, under MMA iSecdriwgn alppRi(dadnts fea wh
ANDA containing a paragraph IV certification for

agreement 7reday ddxngl uhievilt89Y period, each applica
agree meFnTtC wintdhMBAOS e ct ion 1112(c) requires drug ¢
agreements mnot described 1n s ubsceocnttiionngse n(ta )u paonnd,
provide a contingent comaddttion(dpror ofbpragontedhme
The PRitgkmtt o KnowPDLuZo6)Paaimeasd edlc t MMA Title XI, e

these reporttimgi melgwde cangmeesment s bet ween biosim
band ¢ o papsa nwiacksk e 2 sne nttswwb os weneh ar p¥YPoduct applica

Y e T —

Section 4004 amends MMA Title XI, further expand
agreement s RilUe PRdditenr itcwodr ug appl RU PRiUHs amd]l bet wee
product applicants, as well as other agreements
MMA Section 1112, but that were entered into wit
4004 also makes mnumerous Xtlechnsi aBnelncktbBhhegs t o M)
This section applies to taxablTh€EBOarestbmgtesnind:

12221 U.SC. §355(j)(5)(B)(iv). For additional information about the Hataxman Act, se€RS Report R44643he
Hatch-Waxman Act: A PrimeaindCRS Report R4495Regulatory Exclusivity Reform in the 115th Congress

123F D A Administering the Hatclwaxman Amendments: Ensuring a Balance Between Innovation and Access;
Public Meeting; Request for Comment82 Federal Registe28493 June 22, 2017

124 A biological roduct, or biologic, is a medicine derived from a living organBetause biologics feature a more
complex structure than chemical drugs, it would be challenging for manufacturers ofdallpm@ducts to demonstrate
sameness as required under Hat¢lixman. In 2010, the Biologics Price Competition and Innovation Act (BPC
created an abbreviated licensure pathway for biological products that are demonstratétgtolypsimilar’

(biosimilar) to or“interchangeablewith an FDAlicensed biological producEor additional information, s€8RS
Report R44620Biologics and Biosimilars: Background and Key Issues
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this provision wowmlgd ohiddraegass dydiSdelctmidddmdai fr om
FY20238.

125CBO, Estimated Direct Spending and Revenue Effeckk Rf 6 Substance Us®isorder Prgention that Promotes
Opioid Recovery and Treatment (SUPPORT) for Patients and Communities Act, September 27, 2018,
https://www.cbo.gowystemfiles %ile=201809/hr6ConferenceSept27.pdf
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Appendix. F D A

Provisiomsplwintehnt ati on

The

table
act,i olm sted

bel ow

Im muxbeerr

of sectio

Table A -1.Title 11l SUPPORT Act Provisions with Implementation Dates, Reporting
Requirements, or Other Deadlines

and Controlled Subst

Deadlin

ins¢t hade s ncdlideant rpgavireidomeport

Section
Number

Title

Brief Description

Deadline

Subtitle A 3 FDA Provisions

Sec. 3001(a)

Sec. 3001(b)

Sec.3002(c)

Sec. 3014(c)

ClarifyingFDA regulation of
non-addictive pain products

Clarifying FDA regulation of
non-addictive pain products

Evidencebased opioid analgesic
prescribing guidelines and
report

Strengthening FDA and CBP
coordination and capacity

The HHS Secretary, acting
through the FDA
Commissionerjs requiredto
hold at least one public
meeting with stakeholders to
"DGGUHVV WKH FK
barriers of developing nen
addictive medical products
intended to treat acute or
FKURQLF SDLQ RU

The HHS Secretanyis required
to updateor issueat least one
final guidance addressing the
challenges adeveloping non
addictive medical products for
treatment of pain or addiction
as specified

The FDA Commissioneliis
requiredto submit to
Congress ad post on theFDA
website, a report on howFDA
will usethe guidelines to
protect the public health and a
description of the public health
need with respect to each sucl
indicationspecific treatment
guideline.

The HHS Secretary, in
consultation with DHS and
USPS, is required to report to
Congress on the
implementation of this section,
"L Q F OaxsGrhrqndy of
progress made toward near
reaktime information sharig
and the interoperability of suct
technologiesp

NLT 1 year after
enactment

Not less thar 1 year after
the public meetings) in

Sec. 3001(a)

NLT 1 year after
enactment or if ear

lier,at

the time the guidelines

are finalized

NLT 6 monthsafter
enactment

Congressional Research Service

R45405 -

VERSION 1 - NEW

29



The SUPPORT for Patients and Communities Act (P.L. 115-271)

Section

Number Title

Brief Description

Deadline

Sec. 3022(a)(2) Restricting entrance of illicit

drugs

Sec. 3032(d) Safetyenhancing packaging anc

disposal features

Sec. 3041(c) Clarifying FDA postmarket

authorities

The HHS Secretary, acting
through theFDA
Commissionerand in
consultation with theDHS
Secretaryjs required to

report to Congresson the
implementation of this section.

GAO is requiredto report to
Congress on packaging and
disposal technologies, as
specified

The HHS Secrry is required
to issue guidance regarding th
circumstances under which
FDA may require postmarket
studies to ass&s the potential
reduction in effectiveness of a
drug, anchow the FDA may
apply this section to require
postmarket studies or clinical
trials and safety labeling
changes

NLT 9 months after
enactment

NLT 1 year after
enatment

Not less than 1 year after
enactment

Subtitle B 3 Controlled Substance Provisions

Sec. 3201(e)  Allowing for more flexibility
with respect to medication
assisted treatment for opioid

use disorders

Sec. 3204(b) Delivery of a controlled
substance by a pharmacy to be
administered by injection or

implantation

Sec. 3212 Programs and materials for
training on certain
circumstances under which
pharmacist may decline to fill a

prescription

The HHSSecretaryin
consultation with DEAis
required to submit a report
that assesses the care provide
by qualifyingphysicians treating
more than 100 patients and
qualifying other practitioners
treating more than 30 patients
with appropriate
recommendationdased on
the findings.

GAO is required tostudy and
submit a report to Congress
on access to and potential
diversion of controlled
substances administered by
injection or implantation.

The HHSSecretary shall
develop and disseminate
materials for pharmacists,
providers, and patients on
circumstances under which a
pharmacist may decline to fill ¢
prescription for a controlled
substance, andther Federal
requirements pertaining to
declining to fill a prescriptian

NLT 2 yearsafter
enactment

NLT 2 yearsafter
enactment

NLT 1 year after
enactment
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Section
Number

Title

Brief Description

Deadline

Sec. 3223

Sec. 3232

Sec. 3274

Sec. 3282(a)

GAO study and report on

hospice safe drug management

Regulations relating to a specia

registration for telemedicine

Report

Strengthening considerations fc

DEA opioid quotas

GAO is requiredto study and
report to Congresson the
requirements apptiable to,
and chdenges of, hspice
programs with regard to the
management and disposal of
controlled substances

The Attorney Generalin
consultation with the HHS
Secretaryjs required to
promulgate final regulations
specifying the limited
circumstances in which a
special registration for
telemedicine may be issued
and the procedure for
obtaining the registration

The Attorney Generals
requiredto submit to
Congress a report that
provides information about
how the Attorney General is
using data in ARCOS to
identify and stop suspicious
activity.

The Attorney General is
required to submit to
Congresq1) an anonymized
count of the total number of

manufacturersssued individual
manufacturing quotas that yea

for the covered controlled
substance an¢?) an
anonymized count of how

many such manufacturers wer

issued an approved
manufacturing quota that was

higher than the quota issued t

that manufacturer for the
covered controlled substance
in the previous year.

NLT 18 monthsafter
enactment

NLT 1 yearafter
enactment

NLT 1 yearafter
enactment

NLT 1 year after
enactment
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Section

Number Title Brief Description Deadline

Sec.3282(a) Strengthening considerations fc The Attorney Generails NLT 1 year after
DEA opioid quotas. required to submit to enactment
Congress a report on how the
Attorney General, when fixing
and adjusting quotas for
covered controlled substances
will take into consideration
changs in the accepted
medical use of the covered
controlled substances and
work with the HHS Secretary
on methods to appropriately
and anonymously estimate the
type and amount of covered
controlled substances that are
submitted for collection from
approved dryg collection
receptacles, mabhack
programs, and takback
events.

Sec. 3292(b) Improvements to prevent drug The Attorney General is NLT 1 year after
diversion required to establish a enactment
centralized database for
collecting reports of suspicious
orders.

Sec. 3292(c)(2) Improvements to prevent drug The Attorney Generalis NLT 1 year after
diversion requiredto submit a reportto  enactment
Congress about the reporting
of suspicious orders under
new CSA section 312,
including a description of the
actions taken in response to
the reports.

Sec. 3292(c)(3) Improvements to prevent drug The Attorney Generals NLT 1 year after
diversion requiredto submit additional  enactment anénnually
reports to Congress about the thereafteruntil five years
number of suspious orders in  after enactment
the previous year, a summary
of actions taken in response,
anda description of the
information shared with States
based orsuchreports.

Sec. 3292(c)(4) Improvements to prevent drug GAO, in consultation with the  NLT 1 year after
diversion DEA Administrator,is enactment
required to submit to
Congress a report on the
reporting of susfrious orders
as specified

Source: CRS identified implementation deadlines by searching the teRilofl1271 IRU WKH SKUDVH "QRW ODW
WKDQu DQG VRUWLQJ WKURXJK WKH UWRS X0 Weantii#dRarnd@dtlcr\& tew debdli@dd Y DQW GHD
DFFRUGLQJ WR DQDO\WVW GLVFUHWLRQ WKDW KDG QRW EHHQ UHWXUQHG ZKF

Notes: NLT= Not later than.

a. Fortheguidance documents required by Sections 3001(b) and 3041(c), the deadline in statute appears a
"QRW OHVV WKD@ RQH \HDU DIWHU
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